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Separate paging Is given to this Part In order that It may be filed 
as a separate compilation 


MINISTRY OF HEALTH AND FAMILY WELFARE 
f Department of Health) 

NOTIFICATION 
New Drfh I, the 27th August 1977 

G.S.R. 595(E) —The following draft of certain ru'cs further to amend the Drugs and Cosmetics 
Rules, 1945, which the Central Government proposes to make, aftei consultant n with the Drugs 
Technical Advisory Paord, In cxei use of the powers cotileircdly sections 12 and 33 of the Dri £ 8 
and Cosmetics, Act, 1940 (23 of 1940), is heitby piiblishid, as required l> the'aid teeth ns, fir 
the information of all petsonslikcly to he affecied thereby, and notice is hereby gmn that the 'aid 
draft will be tnkeninto consideration : fter the expiry f f ninety days fiom 1 he da e of publicaili n 
of this nntifleat on In rhe Official Gu/ettc 

Any nbiection or suggestion which ntay be reecned from any person with re'pect if tie 
said draft before the expiry of the period so specified will be taken into coni uleratir n by ihe Ci ntrt 1 
Government 


Draft Ru’es 

1. These rules may be called the Drugs and Cosmetics (Amendment) Pules 1977 

2. In the Drugs and Cosmetics rule*, 1935,— 

(1) in rule 48, after the word ‘drug’ the words “or coFmetic” 1 hall hein'cited, 

( 1753 ) 
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(ji) for Schedule B, Che following Schedule shall be substituted, namely :— 

“SCHFDULH B 
(See rules 7 and 48) 

Fees for test or amlys is by the Central Drugs Laboratory or the Government Analyst 
I. Fees for drugs including hormone t etc. requiring biological assay. 


A.C T.H. 

Digitalis 
Strophentlus 

Pituitary (Posterior Labe) Extract 
Adrenaline preparations 
Thyiroid 

Sex Gland Preparations 
Ovanal .... 

Luteal .... 

Orchis 
Heparin 

Insulin and Insulin combination (prolonged action) 

Organic ArscmcalSjNeoer. phenamine etc. 

Test for sterility 

Aburmal Toxicity or Undue Toxicity or Safety test . , . 

Determination of Lethal Doses LD 50 to LD 10 on Mice 

Pyrogen test ... . 

Audblotlcs (Bio-a‘ say).. 

(Chemical Test for each ingredients) . 

Disinfectants .... .... 

Surgical Sutures (depending on the number of tests to be carried out) 

Depressor of Histamine like substances test .... 

Hyalurontdase ......... 

Any other test requiring animal experimentation 
Microbiological assay ....... 

Mhroscopicexanrination ....... 

Chemical Tests and Assays • — 

Identification text ... .... 

Disintegration of tablets arid capsules * 

(a) Ordinary ... ..... 10 

(b) Sugar coated .......... 20 

(c) Enteric Coated 40 

Phyilochemical Assays ..... . . 30 

T;irs oth;r thru asiay (limittests for impurities A'h content, total sol'd-, 

Slid value, Iodine value, Sapon fication value, loss on drying etc. for each 

test). 10 

Optical Rotation .... .25 

Refractive Index .... ..... 25 

Physical Tests. (Solubility, PH, Uniformity ol Weight, phj8 cal constants 

etc) for each test. ... 5 

Water (Karl Fisher).30 

Heavy Metals .25 


Rs. 

200 

200 

200 

100 

100 

200 

200 

200 

200 

200 

150 

*400 to 1000 
*75 to 100 
50 
75 
2jo 
60 
75 
50 
100 

jo to 100 

75 

100 

5 ° 

75 

25 


25 
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Arsenic test .... ‘ 23 

Paper Chromatography ...... .25 

Thin Layer Chromatography . . ..... 30 

Column Chromatography . .... *25 

Gas Liquid Chromati gtHphy . ... . 100 

I.R. Identification . . 50 

Polymorphtes (content of Polymoiph A in Chloramphenicol Palmitate) . 200 

Other Miscellaneous tests . . ... *25 to too 


II. Fees for Sera and Vaccines : 

Sera (a) Examined according to specification of a Pharmacrpocia . 130 


(b) Determination that sample is up totitre tpccificd . . 100 

Vaccine (a) Examination in which animal testis employed . . *100 to 

(b) Examination in which animal test is not employed . . 50 

Diagnostic Toxins : 

(a) Identification test .... . .30 

(b) Potency test .200 

Diagnostic Sera, Potency and Acidity tts f s ...... 100 

D P.T, Products 

(a) Potency of Per us is fraction of the Vacc re . . . 3°o 

(b) Potency of Tetanus fraction . .... 300 

(c) Potency of Diphtheria fraction . . 200 

III. Cosmetics .*100(0303 

IV. Rubber Condonis ...... . 250 


•The exact amount of fee shall be determined by the Director or the Government Analyst, as 
the case may be 

Noth — 

l. For tests not hstedin the Schedule, charges will be determined by the Director Govern¬ 
ment Analyst of the labointory/mstitvte as (he case may be. 

2 For the tests relating to Ayurveda, Uuani and Sidha medicines charges will be deter¬ 
mined by the Adviser (ISM), Director or Government Analyst of the Laboratory/ 
Institute as the case may be ” 

[No X. HOI3/4/77 DAMS] 
RAM KISIIORE SINGHAL, Jt. Secy. 

wtpRMftr 'iforr 

farm) 

275HIFT, 1977 

Wo VTofao 5 95 (Sf) —fUTTT , WpTO vfh SHTTOT ETElft WftjftpPT, 
1940 ( 1 940 W 23) ^ 9TTT 1 2 4fik 33 fRT ‘ilf^OT *FT TOT ijrT, gffa-g- 
TTdfdfr ’TTTf'A.I?: iftt P 'T-'IOai TTT % sfPiy ’ffT 3TETVT ETETft fwt, 
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1945 *1 sfrfd'W wk RWfatR RTRT HTfrftftl fo RRR STRmtir *?¥eTR|, 

STPllfad tfaffalt RT Pi m Hi Pa FT STT^f'T -3H R‘4t pRPTt aft 'd I’l'fii 0 % fal '• SRhlPiid 

PpHTHT PsR% STHTfarT iffa Rt RTRDRTt, tfk ^HdT ft 5rRft| fat 

rrr jrr^r qr Rftrgw % r5ptr if st^rtr aft trrfPa it rs# fan aft rriPr 
%■ TaRTR fadK faiRT HI"ITT I 

35RT faPtfa'H 'Hdfa R?t RRTfPR%^ HRR STIRT aO SfDRT 5ft tft ^UEffa 
RT RHTR fartft sRpfcT it RFH 3 R, %^tR tR+'IT HR TT fa HR Rrkft | 

pRTrft a>T STi^M 

1. FR PfRfft RT RTR Rkff Stk JRtTtPT RPTTft (RSlIUR) PtRR, 1977 
% I 

2 . rTrit *rk hhiur ttt*nff Ptrh, 1945 ft,— 

(i) fRRR 4 8 it, 'stW q-?H1TT"qT StRTRR RTRlft'’ JPtT CTtfatt 

PtiO JiTpii ; 

(ii) rtthr PhrMOt srj^ft trO ^rmfr, RRfa; — 

"wj^t at 

(fRRR 7 sfk 48 ^fattt) 

kRPr 5 tktst spftwHT rt trwnft fa#w girt rWr rt farsitRt^ 
fan* qffat 

I. ahr an^ro* aft atfw ar^Rttfr sArr, faw R ?TRtR airfa ufarftii |, «if 


fa tr qfttt 

Ito 

t* 0 ift o (ft o RR 0 

200 

fyfarjfatR 

200 

F£tRpRR 

200 

tffajfaran' (<tvr *rrr 

100 

^fjRsfPr PtfarfRRT 

100 

RtRR^R 

200 

fatH RpRfafRfd'Rt 

200 

RfafTRR 

200 


200 

RTktt 

200 

^TffTR 

150 
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^gf^pr HtrsijfspT hhIph *400 ^r 1000 urn 

(Hhtmrfam fw) 


hh fiPj^rr, pT^rr^t'^'TnfPT HTfa 

*75 *T lOOcTH 

rtiTTijfp^rT ?,r TftSTI 

5 0 

hththtp faHMWT qr Hofqq fHHFPT 

"AO « 


HI TF^r TftSTT 

75 

Hgjrqp hpht hiht n.prft so hi nsrft 10 "ft tprarm 

250 

'rr^ftqp tOw 

60 

trftHTHtfeW (^H STTTTTT^t) 

75 

(5T?fa 5TTHH % fprr TtfPHT tOw) 

50 

ftHrip-mn 

100 

HP fflHH (PfHT 5TT?tHI% 'Tfr^pfl Hft HP! IT pT^T 


^ ft) 

50 it 10 0 rTH5 

ffPT^frq 'KT«ff% ^rwt-fr 

75 

0 1 0 p' ttf'TVH 

100 

hp qiff t^th fwir w spt'th w^fsnr gt 

"3 

50 

^qrtPm Hnrm 

75 

’JW TflCTT 

25 

TrawfHT qytsm Ht t wrcrow 


'TfTHTH TflMH 

2 5 

a*£?f Htr Htq^pff *T fanm 


(^) HTHTP 

10 

(»?) HI'fTT-fMtfw 

20 

(H) HTH f«T%fw 

40 

WftT^frr-TTHTHfH^ HTHTHH 

30 


wmm t f*r?r irtwir (stp^ TftOT % f^rr ^Tjmt, tttj- 
St+T, HWTHjP, HTHfirpT JJP, TIT|#HPT 
Hp 1 , ^ 'P TT ^Tfa M I Ph H"t +41 -HI % Pi i< 


'rttSTW) 10 

SJHH 2 5 

'H'PdHIH* 2 5 

sr^ qrt&TW % fair vftftim 'TftePT 5 


(faitwr, 'ft tt^, hr ^ n^'PT, foro^ HTfe) 
sra fanrc) 


30 
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RftnTT 'rffaPT 

qRRT 

RT r *T 

fa (HTT qtff^nr 

WTT^o S(Ro H|H H 

Tft^r (qwmrrrfHw qrfots Jr s^'ftqqrt 

fqrir T qffuf TfriJTW 


25 
25 
25 
30 
* 25 
100 
50 
200 

25 ft 100 


II «rr rtfff tf fwq qftn : 

^TT—('F) tlVDJ^TW % fVfHTYT % *TTRR qpftf«RT 150 

(*9r) ^ ^'TUR^T Jfr^TT f% RIJRT fafatw ITJTOT^ 

(CT*=R) <Pff$ 100 

aTHrr-(«p) q? Tften, fsrR Jr w-qftsr»r fwTJPTTft *ioo % 300 

(w) ^ Tftw, f^HrSrq^ qfteRr *rt at so 

(^r) T^^PT T^tST 11 ! 50 

(sr) ^rfw rttt qrtom 200 

%n, Tflf^TR^T^T VMtfl TfreiRT 100 

^to qto ffto ^TTf 


( e f) €t%% qnwt srtRT (mcr^ftiR) snirqft wfw rdt 500 

(<?) tjqw*T (fttTO) W *TT! wfw RfTT 3 00 

(*t) frfjrjft (fWtfDrr *fsr # wf*Ri rwt ) 200 

III. SDrrer^ RTRlft *100 it 300 (PF 

IV. TWf f¥r^TT^T (^*tJT) 250 

1 *' c fvTll *pY 2>fa> £\Wi TW ^WquROl, M"A 1 (t t i (d, fi5 | iiq> ^TT FRqiTft fq9%q«fi iTRT 
ftPTT TTPlfT | 

f^qifr • 


i *r^wt Jr ^ forr ^ qfteRTt % far* q-mfr m wrfDrRr 

wYtft^/rrtpi % m nrqrpft fq ^ q ®ti jrt fqnrr 'Jtprtt i 



htt?t aranmnir twr 
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2. *T?TFfr ?fk ffrj srfafspft % % fm. 

sfT ( stk HfT tnr), 

Pl^l+ R ^1 RiTft ft ¥$1 BTTT 1 ^ 1 1 Rl I 


[^°X 1 1013 4 7 7—'ft tTfl] 

Tmfoflft ffRH, rf^R I 


*tr Jnp^jTfi, mttyt tnnR »^w?nr, ^Wt rk, ^ fftn 
R*T HW ftWT, ftwft TTTT JRTrftrcr 1977 
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